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SUMMARY 

 

FSCJ conducted a risk assessment of pilkul 400 as a food for specified health uses, which aim to maintain 

the digestive function healthy, based on the documents submitted by the applicant. This product contains 

Lactobacillus paracasei subsp. paracasei NY1301 as the relevant ingredient. 

In a 65 ml of this product, corresponding to the recommended daily intake, more than 4.0 x 1010 cfu of L. 

paracasei subsp. paracasei NY1301 is contained. 

The assessed data include history of use as the food, a 4-week repeated oral dose toxicity study in rats, 

and human studies such as 2-week continuous consumption test on people with constipation tendency, 

12-week continuous consumption and 4-week three-fold excessive consumption in healthy people, and 

other studies. 

 

FSCJ concluded, from the above results, that pilkul 400 has no obvious risk to human health as far as the 

documents submitted by the applicant were concerned. 

 


